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Date: August 2, 1982

Subject: EPA Rasgistration .No. 400-11% 005383
vxtaznx - 2508

From: Deloris F. Grahaq{]}—s/ ’/?/Y}
PHB/TSS -7=r ‘fqlst_

| .
Tos Henry Jacoby
*  product Manager (21)

Applicant: Uniroya' Chemical Company
Crop Protection Reseerch and Davelopmant
74 Anity Road
Bathany, CT 06525

Active Injredient:
Carboxin (5,6 dihydro-2-methyl-1l,4-
oxathiin-3-carboxanilide)eccccosssscesrsccncccesss2ih
* 1@rt INGrodi@ntRecscsccssconscecssosssncssasscscscscesseldV

Background: Submitted Acute Oral, Acute Dormal, Primary Dermal, and Dermal
Sensitization studies in compliance with the Vitavax Rugistration Standard.
Studies conducted by Food and Drug Research Laboratories and by Hazleton

Raltech, Inc. Data under accession number 247772. Method of support not
indicated.

L 3
Recommendations:

(1) FHB/TSS finds these data acceptable to support the conditional.

registration of this product and fulfill requirements set forth in the
Vitavax Registration Standard.

{2) A previously submitted Eye Irritation Study was acceptable to fulfill that
raquirement, 80 an additional one was not subaitted with these data.

Label:

(1) The "If aswallowed” statement must be revised to include™If swallowed, give
large quantities of water and induce vomiting by placing {inger in back of
throat. Never give anything by mouth to an unconscious person.”
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(2) The 'K¢e§ out of lakes, ponds, and streaams” must be revised to reed, "Do
not apply directly to water.”

Review?

(l) Acute Orai Toxicity Study: Food and Drug Regearch Laboratories: FORL
#7211A; April 6, 19e2.

»
Procedure: 4 groups consisting of 5M and SF rats received one of the
followiny doses: 1.0, 2.52, 6.35 and 16.0 g/kg. Ojservations made twice daily
for 15 days posttruatment. Necropsy performed on all animals.

Results: At 2.52 q/. 40 2/5 M and 1/5 P died; at 6/35 g/kg, 3/5 W and 1/57
died: at l€ o g/kg, 5/5 K and 5/5 P died. Tcxic signs included ataxia,
decreased activity, lacrimation. Necropsy revealed intestinas contained
bloodlike viscous ligquid. LDgg for males was 4 g/kg with 95% confidence
limits of 1.8 to 8.37 g/kg. LDgqg for females was 6.69 g/kg with 95%
corfidence limits of 3.4) to 19.36 g/kg. Combined male and female LDgqy was
5.18 g/kg with 95% confidence limits of 3.36 to 8.47 g/kg.

Study Classification: Core Guideline Data

Toxicity Category: III-CAUTION

(2) Acuce Derxal Toxicity Study: Food and Orug Research Laboratories; TDRL
87211A; February 8, 1982.

Procedure: SM and SP rabbits weighing betwe:n 2.0 and 4.0 kg received 2 g/kg
of the test material at abraded askin sites under occlusive wrap for 24 hours

exposure. Observations made twice datily for 15 days. Necropsy performed on
all animals.

Resultu: No mortalities. No toxic signs or abnormalities at necropsy.
LD5g greater than 2 g/kg.

Study Classification: Core Guideline Data

Toxicity Category: III-CAUTION

(3) Praimary Dermal Irritation Study: Food and Druqg Research Laboratories;
FDRL #7211lA; January 27, 1982.

Procedure: Six New Zealand rabbits reccived 0.5 g of the test material at 2

abraded and 2 intact skin sites per animal under oceclusive wrap for 24 hours
exposure. Observations made at 24 and 72 hours after dosing.

Results: No irritation present at 24 or 72 houars. Primary Irritation score
was zero.

Study Classification: Core Guideline Data

Toxicity Category: IV-CAUTION

{4} Dermal Sensitization Study: Hazleton Raltech, Inc.; RT Lab. No. 928087; ;;;L
f

April 8, 1982.
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Procedure:r Eighteen malae guinea pigs weighing between 508 and 596 grams were
used. The animals were divided into three groups consisting of & vehicle
control group of four guinea pigs, a naive control groups of four guinea pigs
and a treated group of ten guinea pigs. Eithyl alcohol was used as & vehicle
control, and naive conzrol untreated until challenge dose. The animals
received three applications per week for three weaks for a total of nine
applicitions. Two weeks following the ninth sensitizing dose. & challenge
dose was administered. The initial treatment wes 0.5 m)l of the appropriate
material. Observations were made at 24 and 48 hours after each application.

Rasults: Erythema and edema ranged from light to well defined during the
sensitizing phase. Two animals did not exhibit erythema and eight did not
exhibit edema reactions to the test macerial. None of the animals reacted to
the test material following the challenge application.

None of the animals of the naive control group reacted to the test material
following challenge application.

Two animals respondad to vehicle control with slight erythemas during the
sensitizing phase. One animal reacted to the vehicle control with a slight

erythema response following the challenge application. No response seen in
any other animal.

Basad upon results, the test material Vitavox Technical is not coasidered a
skin sensitizer on guinea pigs.

Study Classification: Core Guideline Data

Toxicity Category: HNonsensitizing
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